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An oral argunent was held on 4 Decenber 2000 on



(1) the Huang request for reconsideration of the decision
denyi ng Huang prelimnary notion 1 and

(2) priority

A Fi ndi ngs of fact

The record supports, by a preponderance of the evidence,
the followng findings, as well as any findings set out in the

di scussion portion of this ORDER

The interference

1. The interference involves a Huang application

versus a Prasit application.

Juni or party

2. The junior party is Horng-Chin Huang and David
B. Reitz ("Huang").

3. Huang is involved in the interference on the
basis of its U S. application 08/541,850("'850"), filed 10
Oct ober 1995.

4. Huang has not been accorded the benefit of the
filing date of any other application for the purpose of
priority.

5. The real party in interest is GD. Searle and

Conpany ("Searle"). Searle is said to be a wholly-owned



subsidiary of Pharmacia Corporation (formerly Monsanto

Conpany) (Paper 47 at i).

Seni or_party

6. The senior party is Petpiboon Prasit, Daniel
Guay, Zhaoyin Wang, Serge Leger, and M chel Therien
("Prasit").
7. Prasit is involved on the basis of its U S.
application 08/793,931 ("'931"), filed 25 February 1997.
8. For the purpose of priority, Prasit has been
accorded the benefit of the filing dates of (Paper 1 at 14):
(1) PCT application PCT/ CA95/ 00490,
filed 24 August 1995
(2) U.S. application 08/297, 461
filed 29 August 1994
9. The real party in interest is Merck & Conpany,
Inc. ("Merck").
The count
10. The count is the interference is as follows
(Paper 1 at 15):

A conpound according to claim1l of the

Huang applicati on,



or

a pharmaceutical conposition according to

claim12 of the Huang application,

or

a met hod according to claim13 of the Huang

appl ication,

or

a conmpound according to claim24 of the

Prasit application,

or

a pharmaceutical conposition according to

clainms 15-16 of the Prasit application,

or

a nethod according to clains 17-18 of the

Prasit application.

11. The count can be sunmari zed as being the first

conmpound set out below (the Huang claim 1 conmpound), or the

second conpound set out below (the Prasit claim24 conpound),

a pharmaceutical conposition containing either of the

conpounds,

or a nethod of treating inflammtory di seases or

cycl ooxygenase nedi at ed di seases with either of the conpounds.

The Huang conpound:

A conpound of the fornul a:



Xis Oor S

wherein R is selected fromaryl and heteroaryl;
wherein R is optionally substituted with one or nore
radi cal s selected from hal o, al kylthi o,
al kyl sul finyl, alkyl, alkylsulfonyl, cyano,
car boxyl, al koxycarbonyl, am nocarbonyl, N
al kyl am nocar bonyl, N-aryl am no-carbonyl, N, N
di al kyl am nocar bonyl, N-al kyl - N-aryl am nocar bonyl ,
hal oal kyl , hydroxyl, al koxy, hydroxyal kyl,
hal oal koxy, am no, N-al kylam no, N, N-di al kyl am no,

nitro and al kyl car bonyl am no,

wher ei n R is aryl substituted
wth a ol radi cal selected from
2 1 .
al kyl sul f ony 18—51 l a?,R | and am nosul fonyl; and
wher ei n Y 1;? R® is one or nore
radi cal s sel ected from hydri do,

hal o, al kyl, and hal oal kyl ;

or a pharmaceutically-acceptable salt thereof.

The Prasit conpound:

A conpound of the formula
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or a pharmaceutically acceptable salt thereof
wher ei n:
Xis Oor S,
Rt is selected fromthe group consisting of
(a) S(O,CH,
(b)  S(O . NH,
(c) S(O ,NHCCCF,,
(d) S(O (NH) CH,
(e) S(O (NH) NH,
() S(0) (NH) NHCOCF;,
(9) P(O(CH)OH and
(h)  P(O (CH;) NH,,
Rt is selected fromthe group consisting of
(a) G, alkyl,
(b) G, cycloal kyl,
(c) rmono- or di-substituted phenyl or
napt hyl wherein the substituent is selected fromthe

group consi sting of

(1) hydrogen,

(2) bhalo, including F, d, Br, I,
(3) C_, al koxy,

(4) C_, alkylthio,
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(5 CN

(6) CF,,

(7) C.e alkyl,

(8) N,

(9) -COH

(10) -CO-C., al kyl,

(11) -C(R) (R°) - OH,

(12) ~C(R)(R)-0C,, al kyl, and
(13) -C.e al kyl - CO- R;

(d) nono- or di-substituted heteroaryl
wherein the heteroaryl is a nonocyclic aromatic ring
of 5 atonms, said ring having one hetero atom which
isS O or N and optionally 1, 2, or 3 additional
N atons; or the heteroaryl is a nonocyclic ring of 6
atons, said ring having one hetero atomwhich is N
and optionally 1,2,3, or 4 additional N atons; said
substitutents are selected fromthe group consisting
of

(1) hydrogen,

(2) fluoro, chloro, brono and i odo,
(3) Cue alkyl,

(4) C_, al koxy,

(5) C_, alkylthio,

(6) CN,

(7) CF,,

(8) N,

(9) -C(R)(R)-OH and

(10) -C(R) (R)-0C., al kyl;

(e) benzoheteroaryl which includes the
benzo fused anal ogs of (d);



RE and R are independently selected fromthe
group consisting of:

(a) hydrogen,

(b) CF

(c) ON,

(d) G alkyl,

(e) @ wherein @G is @& COH CR)(R)OH,
(f) -0

(9) -S$ @ and
(h) optionally substituted
(1) -C.s alkyl-@Q,
(2) -OC. alkyl-Q,
(3) -SC.s alkyl-Q,
(4) -C.,; alkyl-OC,_; al kyl -@Q,
(5 -C.; alkyl-S-C_, al kyl -@Q,
(6) -G alkyl-O@Q,
(7) -C.s alkyl-S@Q,
wherein the substituent resides on the alkyl
chain and the substituent is C_, al kyl, and
Qis @ COH COR)(R)OH
& is CO-C_, alkyl, tetrazolyl-5-yl, or
AR)(R)OC., alkyl;
R, R and R are each independently sel ected
fromthe group consisting of
(a) hydrogen,
(b) C., al kyl
or R and R together with the carbon to which
they are attached forma saturated nonocyclic carbon
ring of 3, 4, 5, 6, or 7.



12. Al the clains of the '850 application and al
the clains of the '931 application correspond to the count
(Paper 1 at 15).

CGCeneral explanation of the involved technol ogy

13. The Huang and Prasit conmpounds are said to be
sel ective cycl ooxygenase-2 ("COX-2") inhibitors.

14. The '850 specification and the '931
specification each contain a general explanation of the
technol ogy as sunmarized below ('850 at 1-2 and '931 at 1-2).

15. The formation of prostaglandins in the body is
believed to be catalyzed, in part, by the enzyne
cycl ooxygenase. Prostagl andins have been inplicated in tissue
i nfl ammati on.

16. It is believed that cycl ooxygenase inhibitors
function as anti-inflammtory agents by inactivating the
enzymatic activity of cycl ooxygenase.

17. There are at |east tw types of cycl ooxygenase
inhibitors, i.e., COX-1 inhibitors and COX-2 inhibitors.

18. COX-2 inhibitors are believed to have the sanme
anti-inflammatory effect as COX-1 inhibitors; however, COX-2
inhibitors seemto have fewer and | ess severe negative
gastrointestinal side effects (e.g., ulcer formation) than

COX-1 i nhibitors.



Huang request for reconsideration of the denial of Huang

prelimnary notion 1

19. Huang prelimnary notion 1 was denied in an
order entered 23 Decenber 1999 (Paper 35).

20. Huang asks for reconsideration of the denial of
its prelimnary notion 1. 37 CFR § 1.655(a)(Paper 47).

21. Huang argues that the Prasit clains are
unpat ent abl e under 35 U.S.C. 88 101 or 112, 1st paragraph, on
the basis of what is said to be an adm ssi on agai nst interest
made by Merck in copending interferences 103,845 ("'845") and
103,873 ("' 873").

22. According to Huang, Merck, the real party
interest of Prasit, nmade an adm ssion that in vitro testing
alone is insufficient to nake reliable predictions concerning
in vivo effectiveness in conpounds alleged to possess anti -

i nflammatory, antipyretic, and anal gesic activity.

23. The followi ng testinony by Merck w tnesses
during the '845 and '873 interferences is said to be evidence
of the Merck adm ssion:

(a) the testinony of Dr. Chi-Chung Chan that:

(1) "In vitro inhibition of COX-2 is necessary,
but considered alone, is not sufficient to make
reliable predictions concerning in vivo

ef fectiveness of conpounds and takes no account of
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absorption, distribution, netabolismand excretion,
all of which affect the activity of a conmpound in
Vi vo"

(Exh. 2002 at 915); and

(2) "...invitro activity alone is not a reliable
predictor of in vivo activity" (Exh. 2002 at 126).

(b) the testinony of Dr. Denis Ri endeau that:

(1) "In vitro inhibition of COX-2 is necessary,
but considered alone, is not sufficient to nmake
reliable predictions concerning in vivo
ef fecti veness of conpounds and takes no account of
absorption, distribution netabolismand excretion,
all of which affect the activity of a conmpound in
vivo" (Exh. 2003 at f17); and

(2) "1 also believe that activity in an in
vitro assay is not sufficient to nake reliable
predictions concerning in vitro effectiveness of
conpounds and takes no account of absorption,

di stribution, metabolismand excretion, all of which
affect the activity of a conpound in vivo" (Exh.
2003 at 127).

24. The Prasit application contains no in vivo data

denonstrating the efficacy of the conpounds Prasit clains.

11



25. Huang di sagrees with Merck's adm ssion but
argues that Merck should be held to its prior adm ssion and
shoul d not be able to take a position in this interference
that is contrary to the position it took in the '845 and '873
interferences
(Paper 47 at 4).

26. Both Dr. Chang and Dr. Riendeau testified that
their views were reached after "carefully stud(ying)"
applications 08/ 004,822 and 08/ 425,029 (applications involved
in the '845 and '873 interferences).

27. At a point in his testinmony prior to his
testinmony set out at FF' 22, Dr. Chang testified (Exh. 2002 at
17) :

| have carefully studied the Bertenshaw Applications
USSN 08/ 004, 822 (DE 62), USSN 08/ 425, 029 (DE 61,
pages 0146-0233) and the Decl arati on on behal f of
Ducharne of Dr. Denis Ri endeau (DE 16) and based on

the study | have found the foll ow ng:

28. At a point in his testinmony prior to his
testinmony set out at FF 22, Dr. Riendeau testified (Exh. 2003

at 19):

Fi ndi ng of Fact.

12



| have carefully studied, the Bertenshaw
Appl i cati on USSN 08/ 425,029 (DE 61, pages 0146-
0233), and in vitro assays used therein, and the
Decl aration for Ducharne of Dr. A Jerry Kresge (DE
6), and based on that study | have found the
fol | ow ng:

29. Huang argues that the testinony of the Merck
Wi tnesses relate to problens with in vitro testing in general
and is applicable to all conpounds regardl ess of their
structure (Paper 47 at 6).

30. Huang argues that Merck should be bound by
its adm ssions in the '845 or '873 interferences under
principles of judicial estoppel (Paper 47 at 6).

Priority

31. Prasit relies upon the 29 August 1994 filing
date of its benefit application, 08/ 297,461. Prasit argues
t hat Huang has not established a date of invention prior to
the 29 August 1994 filing date (Paper 49 at 1).

32. Huang argues that it "has established a date of
invention, i.e., an actual reduction to practice, of the
subject matter defined by the interference count at |east as
early as Septenber 28, 1993" (Paper 46 at 1).

33. According to Huang, on 2 Septenber 1993,

inventor Dr. Horng-Chih Huang entered, in his notebook,

13



evi dence of a conception of conpounds falling within the scope
of the count as having utility as COX-2 inhibitors (Exh.
2009) .

34. Dr. David B. Reitz, an inventor, testified that
he wi tnessed the Huang not ebook entry (Exh. 2009 and Exh. 2020
at 14).

35. Dr. Reitz testified that, on 4 Septenber 1993,
he synthesized a conpound said to be 2-[4-(nethylthio)phenyl]
benzofuran (Exh. 2020 at {5), as a starting material for
synt hesi zi ng conpounds falling within the scope of the Huang
conception (FF 33), and entered the synthesis procedure in his
not ebook (Exh. 2014).

36. Dr. Janes J. Li testified that he w tnessed the
not ebook entry of Dr. Reitz on 7 Septenber 1993 (Exh. 2025
at 14).

37. Dr. Huang testified that, on 8-9 Septenber 1993
he synt hesi zed 3-(4-fluorophenyl)-2-[4-(nmethyl sul fonyl) phenyl ]
benzof uran (Exh. 2018 at f4), a conpound falling within the
scope of the count, and entered the synthesis procedure in his
not ebook (Exh. 2010). According to Huang, the conpound was
assi gned the Searle Conpound ("SC') identification SC 58394
and is claimed in claim5 of the '850 application (Exh. 2018

at 19 and Paper 46
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at 7).

38. Dr. Jacob S. Tou testified that he wi tnessed the
not ebook entry of Dr. Huang on 16 Septenber 1993 (Exh. 2026
at 113-4).

39. According to Huang, NWVR analysis confirnmed the
structure of the products obtained by Dr. Reitz and Dr. Huang
(Exh. 2011 at 2-10 and Exh. 2020 at f7).

40. According to Huang, el enental analysis (Exh.
2013) and nmass spectroscopy (Exh. 2012) confirned the
production and recovery of 3-(4-fluorophenyl)-2-[4-
met hyl sul f onyl ) phenyl ] benzofuran (Exh. 2018 at 97-8; Exh.
2021 at 112-4; and Exh. 2024 at Y2-5). Dr. Huang testified
that he provided a sanple of SC-58394 to Monsant o enpl oyee,
Carol M Koboldt for "biological testing"” (Exh. 2018 at f9).

41. Subsequent to the Dr. Reitz and Dr. Huang
synt heses, Huang states that other syntheses of conpounds
wi thin the scope of the count were undertaken by Searle
enpl oyee,

Dr. Tinmothy Chanberlain at the instruction of Dr. Reitz.
According to Dr. Chanberlain, he was asked by Dr. Reitz to
synt hesi ze several di phenybenzofurans for testing of their
anti-inflammatory activity as COX-2 inhibitors (Exh. 2019 at

12) .
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Dr. Chanberlain testified that he confirnmed the structure of
each conpound by bi ol ogi cal tests, including NVR anal ysi s,
el enrental analysis, and mass spectroscopy (Exh. 2019 at 115-
15, Exh. 2022, and Exh. 2023). Belowis a list of the
conpounds said to be wthin the scope of the count and said to
have been synthesized by Chanberlain in February and March of
1994 along with the SC identification of each (Paper 46 at 7-
12):
(1) 4-[3-(4-fluorophenyl)-benzofuran-2-yl]
benzenesul f onam de
(SC- 60246)
(2) 3-(3-chl oro-4-nethoxyphenyl) - 2-
[ 4- (et hyl sul f onyl ) phenyl ] benzof ur an
(SC-60247)
(3) 3-(3-fluoro-4-nethoxyphenyl) - 2-
[ 4- (et hyl sul f onyl ) phenyl ] benzof ur an
(SC-60248)
(4) 4-[3-(3-fluoro-4-nmethoxy phenyl) -
benzof uran- 2-yl | benzenesul f onam de
(SC- 60667)
(5) 4-[3-(3-chloro-4-nethoxyphenyl) -
benzof uran- 2-yl | benzenesul f onam de
( SC- 60668)
Dr. Chanberlain testified that the syntheses were

recorded in his notebook (Exh. 2015).

The Kobol dt testing

42. Kobol dt testified that, on 16 Septenber 1993,

she received material identified as SC-58394 fromDr. Henry

16



Huang? who requested that the conpound be tested for anti -
inflammatory activity in the Monsanto COX-1/ COX-2 inhibition
assay. According to Koboldt, she received nmaterial identified
as SC- 60246,

SC- 60247, SC-60248, SC 60668, and SC- 60668 from Dr.
Chanberlain for testing in the assay in February and March of
1994 (Exh. 2029 at fY4-6).

43. The Monsanto assay is said to be an assay that
tests a conpound for its ability to inhibit COX-2 selectively
over COX-1 (Paper 46 at 13).

44, The Monsanto assay is an in vitro assay.

45. According to Koboldt, the results for each
test ed conmpound, which were recorded in her notebook (Exh.
2038), showed the conpound to have selectivity for COX-2
inhibition (Exh. 2029 at f9). In particular, Koboldt
testified that SC-58394 was tested on 20, 23, and 28 Septenber
1993. Based on results she obtai ned, Koboldt testified that
she expected each tested conpound, including SC 58394, to have
phar macol ogi cal |y useful anti-inflammatory properties (Exh.

2029 at f19-14).

2 We understand "Henry Huang" to be Dr. Horng-Chi Huang. |If this is
not the case, Huang should informthe Board upon receipt of this decision.
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The Veenhui zen testing

46. According to Any Veenhui zen, the compounds said
to have been synthesized by Dr. Chanberlain, were sent to her
by
Dr. Chanberlain for testing using the Searle one-day air pouch
assay.

47. Veenhui zen testified that the air pouch assay is
an in vivo assay for testing conpounds for anti-inflammuatory
activity predictive of practical therapeutic utility (Exh.
2044 at 12).

48. Veenhui zen testified that based on the results
she obtained fromthe air pouch assay, she expected each of
the tested conpounds to have pharmacol ogically usefu
anti-inflammatory activity (Exh. 2044 at f11).

49. Veenhui zen testified that the results were
recorded in her notebook between 14 April 1994 and 4 May 1994
(Exh. 2044 at 916-10 and Exh. 2047).

The Anderson testing

50. According to Gary Anderson, conpound SC- 60668
was sent to himby "the COX-2 chem stry teanmt for testing for

anti-inflammatory activity" (Exh. 2048 at 94).

18



51. Anderson's testinony does not identify the
particul ar nmenber or nmenbers of the "COX-2 chem stry team who
requested the testing.

52. Anderson testified that he tested the conpound
inan in vivo standard G D. Searle arthritis assay (Exh. 2048
at 15).

53. Anderson testified that, based on the results of
t he assay, he recogni zed that SC- 60668 had pharnmacol ogically
useful anti-inflamatory activity (Exh. 2048 at 6).

54. According to Anderson, he obtained the results
of the arthritis assay on 9 May 1994 and recorded the results
in his notebook (Exh. 2048 at 96).

Laura Hol t znan

55. Kobol dt, Veenhui zen, and Anderson each testified
that the results obtained fromtesting were reported to Laura
Holtzman for entering into the corporate data base.

56. Laura Holtzman has not testified in the
interference. W have not been pointed to evidence of record
t hat establishes that Laura Holtzman entered the test results
into the corporate database.

57. W have not been pointed to evidence of record
that establishes that Dr. Huang or Dr. Reitz were aware or

were informed of the results of any of the testing perforned
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by Kobol dt, Veenhui zen, or Anderson, or of any results entered

into the database by Holt zman.

B. Di scussi on

||—‘

The Huang request for reconsideration of the denial

of Huang prelimnary notion 1

In its prelimnary notion 1 (Paper 25), Huang noved for
judgment that all the clains of the Prasit application are
unpatentable to Prasit under 35 U. S.C. 88 101 or 112, first
par agraph as | acking an adequate description of utility and
failing to be supported by an enabling disclosure. Huang
prelimnary notion 1 was denied (Paper 35). At the request of
Huang, we reconsider its prelimnary notion 1. W DENY the
prelimnary notion

A party filing a notion has the burden of proof to show
that it is entitled to the relief sought in the notion. 37
CFR
8§ 1.637(a). Statenents in the specification regarding
enabl ement are presumed correct unless there is reason to
question the objective truth of those statenents. A finding
that a conmpound lacks utility or fails to teach how to use the

invention is appropriate only if one of ordinary skill in the

20



art woul d have reasonably doubted the utility asserted. 1n re
Cortright,

165 F. 3d 1353, 1357, 49 USPQR2d 1464, 1466 (Fed. Cir. 1999).
Therefore, Huang has the burden to show by a preponderance of

t he evidence that one having ordinary skill in the art would
have doubted Prasit's assertion that the conpounds it clains
are useful as COX-2 inhibitors. W hold that Huang has not

met its burden.

Huang argues that Merck should be bound by the testinony
of its witnesses, Dr. Chan and Dr. Ri endeau, given in prior
interferences '845 and '873 to which Merck was a party.
According to Huang, the testinony is an adm ssion by Merck
that the conpounds of its '931 application lack utility and
enabl enent .

It is proper for Huang to rely upon the testinony given
by Dr. Chan and Dr. Riendeau in the '845 and '873
interferences.

37 CFR 8 1.683(a). However, a review of the entire testinony
of

Dr. Chan and Dr. Riendeau indicates that their testinony
concerning the predictability of COX-2 inhibition fromin

vitro testing was directed to the specific conpounds descri bed
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in the '822 and '029 applications. |In particular, both Dr.
Chan and

Dr. R endeau testified that they reached their views with
respect to the predictability of COX-2 inhibition after having
"carefully studied" either or both of the '822 and ' 029
applications (see FF 26 and 27). Because Dr. Chan's and Dr.
Ri endeau’'s testinony was directed to particul ar conmpounds
found within the disclosures of the '822 or '029 applications,
we do not regard either witness' testinony as describing a
general standard of predictability for COX-2 inhibition that
is recognized in the art.

Huang argues that the "the Board has read too nuch into
the declarants having 'carefully studied the Searle
applications"” (Paper 47 at 5). Huang argues that nothing in
the testinony of Dr. Chan or Dr. Riendeau limts their finding
to any particular conmpound or conpounds. However, Dr. Chan
and Dr. Riendeau testified that their findings were based on
the study of the '822 and '029 applications involved in the
'845 and '873 interferences. Neither the '822 nor the '029
application discloses the conpounds of the present count.
Huang has not established that testinony based on the
conmpounds disclosed in the '822 or the '029 application would

be applicable to the conpounds of the present count.
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We al so note that Huang is in disagreenment with the
position that in vitro testing al one cannot predict COX-2
inhibitory activity. Huang states that it "disagrees with
Merck's adm ssion that in vitro activity alone is not
sufficient to nake reliable predictions concerning in vivo
ef fecti veness of conpounds all eged to possess such anti -

inflammatory, antipyretic and anal gesic activity.... (Paper
A7 at 4).

Huang has not nmet its burden by proving that a person
having ordinary skill in the art would have reasonably doubted

that the conpounds clai med by Huang possessed COX-2 inhibitory

activity.

Accordingly, we DENY Huang prelimnary notion 1.

[~

Priority

Prasit relies upon its earliest benefit date of 29 August
1994 for priority. Huang argues that it actually reduced to
practice an enbodi nent of the count prior to 29 August 1994.
Huang does not argue diligence. Therefore, if Huang cannot
establish a reduction to practice date prior to 29 August
1994, Huang cannot prevail on priority. W hold that Huang
has not established an actual reduction to practice prior to

29 August 1994.
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An inventor can establish an actual reduction to practice
if it is shown that: (1) the inventor constructed an
enbodi nent or perforned a process that net all the limtations
of the interference count; and (2) the inventor determ ned
that the invention would work for its intended purpose.

Cooper_v. Goldfarb, 154 F.3d 1321, 1327, 47 USPQ2d 1896, 1901

(Fed. Cir. 1998). Were an interference count is not limted
to an intended purpose or to discovered properties of the

cl ai med conpounds, evidence establishing substantial utility
for any purpose is sufficient to show reduction to practi ce.

Fuji kawa v. Wattanasin, 93 F.3d 1559, 1564, 39 USPQ2d 1895,

1899 (Fed. Cir. 1996). An alternative of the count in this
interference is a conpound with no limtation as to the
intended utility of the conmpound (e.g., Huang claim1). In
the present circunstances therefore, Huang nust establish that
t he Huang inventors actually made the invention defined by the
conmpound alternative of the count, recognized it for what it

was, and knew it would work for some practical utility. Estee

Lauder Inc. v. L"Oreal, S. A, 129 F.3d 588, 592, 44 USPQd
1610, 1613 (Fed. Cir. 1997). Wen testing is required to
establish utility, there nust be sonme recognition of
successful testing for a reduction to practice to have

occurred. Estee Lauder Inc. v. L'Oeal, S. A, 129 F. 3d at
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594-595, 44 USPQR2d at 1615. Wiether a practical utility has
been established for a novel conpound is a question of fact.

Fuji kawa v. Wattanasin, 93 F.3d at 1564, 39 USPQRd at 1899.

Huang argues that neither Dr. Huang nor Dr. Reitz needed
to be aware of the test results obtained by Monsanto enpl oyees
Kobol dt, Veenhui zen, or Anderson for a reduction to practice
(Paper 51 at 20). Huang argues that the testing of the
Monsant o enpl oyees inures to the benefit of Dr. Huang and Dr.
Reitz. According to Huang, each of the tested conpounds was
reduced to practice as of the earliest date of successful
testing for anti-inflamatory activity (Paper 46 at 23).

| nurenment involves a claimthat, as a matter of law, the
acts of another accrue to the inventor for the purposes of

establishing a reduction to practice. Cooper v. Goldfarb,

154 F. 3d at 1331, 47 USPQR2d at 1904-05. A non-inventor's
recognition of the utility of an invention can inure to the
benefit of the inventor if it can be established that:

(1) the inventor conceived of the invention,

(2) the inventor had an expectation that the enbodi nent
tested would work for the intended purpose of the invention,
and

(3) the inventor submitted the enbodi nent for testing

for the intended purpose of the invention. Genentech, Inc. v.
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Chiron Corporation, 220 F.3d 1345, 1354, 55 USPQ2d 1636, 1643

(Fed. Cir. 2000).
In order to establish inurenment, an inventor nust show,
anong ot her things, that the non-inventor was working at the

inventor's request, either explicitly or inplicitly. Cooper

v. CGoldfarb, 154 F.3d at 1332, 47 USPQ@d at 1905.

The Kobol dt, Veenhui zen, and Anderson testinony

Kobol dt testified that she received "material identified
as SC-58394 from Henry Huang who requested that the conpound
be tested for anti-inflamuatory activity in the Monsanto COX-
1/ COX-2 inhibition assay" (Exh. 2029 at Y4). Koboldt also
testified that she received material identified as SC 60246,
SC- 60247, SC-60248, SC-60667 and SC 60668 from Dr. Chanberl ain
for testing in the COX-1/ COX-2 assay.

Veenhui zen testified that she "received from Ti not hy
Chanberl ain material identified as SC 60246, SC 60247, SC
60248, SC- 60667 and SC 60668 for testing for anti-inflanmatory
activity using the Searl e one-day pouch assay" (Exh. 2044 at
14).

Anderson testified he "received material identified as
SC- 60668 fromthe COX-2 chem stry teamfor testing for
anti-inflammatory activity in the G D. Searl e adjuvant

arthritis assay" (Exh. 2048 at Y4). In his testinony,
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Anderson did not identify the nenber or nenbers of the "COX-2
chem stry teanmi who requested that the testing be perforned.

The Huang and Reitz testinony

Dr. Huang testified that he submtted SC- 58394 to
Kobol dt for "biological testing" (Exh. 2018 at 19). Dr. Huang
did not testify that he submtted any other conpounds
synt hesi zed by hinself or Dr. Chanberlain for testing to
establish utility.
Dr. Reitz did not testify that he submtted any conpound
synt hesi zed by Dr. Huang, Dr. Chanberlain, or hinmself, for
bi ol ogical testing to establish utility. Neither Dr. Huang
nor Dr. Reitz testified that he directed Dr. Chanberlain to
perform any syntheses or testing of conpounds within the scope
of the count.

The Chanberl ai n testi nony

Dr. Chanberlain testified that he was asked by Dr. Reitz
to synthesize several diphenyl benzofurans "for testing of
their
anti-inflammatory activity as COX-2 inhibitors" (Exh. 2019
at Y2); however, we have not been pointed to evidence of
record that establishes that Dr. Chanberl ain requested the

Kobol dt, Veenhui zen, or Anderson testing at the explicit or
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inplicit direction of the inventors. |In particular, we have
not been pointed to evidence of record establishing that:

(1) the di phenyl benzofuran conpounds that Dr. Reitz
asked Dr. Chanberlain to synthesize were the conpounds tested
by Kobol dt, Veenhui zen, or Anderson, or

(2) that Dr. Reitz directed Dr. Chanberlain to perform
or have perforned, testing to show anti-inflammtory activity
of the compounds Dr. Reitz asked Dr. Chanberlain to
synt hesi ze.

Dr. Chanberlain testified that he sent conpounds he
synt hesi zed for "biological testing" (Exh. 2019 at, e.g., 85);
however, we have not been directed to evidence establishing
t hat :

(1) the "biological testing” was the Kobol dt,

Veenhui zen, or Anderson testing,

(2) that either Dr. Huang or Dr. Reitz explicitly or
inplicitly requested Dr. Chanberlain to have the "biol ogi cal
testing"” performed, or

(3) that the "biological testing" established a
practical utility for the compounds.

O Kobol dt, Veenhui zen, and Anderson, only Kobol dt
testified that she perfornmed sone testing (i.e., the testing

of SC-58394) at the explicit request of one of the inventors,
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i.e., Dr. Huang. W have not been pointed to evidence
establishing that the other testing by Koboldt (i.e., the

testing of SC- 60246, SC-60247, SC-60248, SC-60667, and SC-

60668) was done at the explicit or inplicit request of an
inventor. W have not been pointed to evidence establishing
that any of the testing by Veenhuizen (i.e., the testing of
SC- 60246, SC- 60247, SC-60248, SC- 60667, and SC 60668) or any
of the testing by Anderson (i.e., the testing of SC- 60248) was

done at the explicit or inplicit request of an inventor.

Since the evidence of record indicates that only Kobol dt was
working, at least in part, at either the explicit or inplicit
request of an inventor, i.e., Dr. Huang, only the work of
Kobol dt may inure to the benefit of the inventors under
Cenentech. Since the Koboldt testinony indicates that only
the testing of SC-58394 was requested by Dr. Huang, only the
testing of SC-58394 may inure to the inventors' benefit.

I n reaching our decision, we assume--w thout deciding or
finding--that the research | aboratory in which the activities
di scussed above took place is probably a well-organi zed entity
whi ch undertakes legitimate scientific research in an orderly
fashion. W further assume--w thout deciding or finding--that
t he individuals enployed strive to achi eve neani ngful research

goal s consistent with the profit objectives of the conpany for
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whi ch they work. Consistent with our assunptions, we doubt
that the enpl oyees operate as "i ndependent contractors” each
going their owm way w thout neaningful direction fromthe head
of the research | aboratory. Nevertheless, our assunptions do
not dispense with the need for credi ble evidence in the record
of what occurred within a research | aboratory. |n other

wor ds, we cannot assume--unless there is credible evidence in
the record--that (1) any particular individual discussed a
probl em wi t h anot her individual, (2) any individual acted on
behal f of another individual, or (3) any result obtained by
one individual was comunicated to anot her individual.

For exanple, even if we assune that Holtzman entered
information said to have been provided to her into the
research dat abase, we do not know the precise significance of
entry of the information. Furthernore, we do not know -unl ess
there is evidence in the record--whether and when an
i ndi vi dual m ght have consulted the database after entries
were made therein. Wat remains a constant, however, is that
we are bound to decide cases on the evidence and argunents
before us--not a fact scenario which we imagine mght exit.

The Kobol dt testing of SC- 58394

Kobol dt testified that "testing showed conmpound SC-58394

to have good COX-2 inhibitory selectivity" and that she
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"expected SC-58394 to have pharnacol ogically useful anti-
i nfl ammatory properties” based on test results (Exh. 2029 at
19). Kobol dt sunmarized the COX-1/ COX-2 assay in her
testinmony. Koboldt testified that the assay provides
information on the ability of a conpound to inhibit the
activity of COX-2 relative to the conpound's ability to
inhibit the activity of COX-1. According to Kobol dt,
conpounds that have COX-2 inhibition selectivity relative to
COX-1 inhibition are considered to have pharnmacol ogical ly
useful anti-inflamuatory properties (Exh. 2029 at {8).

The Order entered 11 January 2000, states the follow ng
(Paper 37 at 7):

]. Affidavits of expert wtnesses

Affidavits expressing an opi nion of an expert
must di scl ose the underlying facts or data upon
which the opinion is based. See Fed. R Evid. 705
and 37 CFR 88 1.639(b) and 1.671(b).

Opi ni ons expressed wi thout disclosing the
underlying facts or data may be given little, or no,
wei ght. See Rohm and Haas Co. v. Brotech Corp., 127
F.3d 1089, 1092, 44 USPQd 1459, 1462 (Fed. CGr
1997) (nothing in the Federal Rules of Evidence or

Feder a
Circuit jurisprudence requires the fact finder to
credit the unsupported assertions of an expert

W t ness).
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k. Reliance on scientific tests and data
Parties often rely on scientific tests and dat a,
both in the prelimnary notion phase and during the
priority testinony phase. Exanples include IR
(infra-red spectroscopy) and graphs generated
therefrom HPLC (high performance liquid
chromat ography) and data generated therefrom etc.
In the event a party relies on a scientific test or
data generated froma scientific test, the party
relying on the test or data shall explain:

1. the reason why the test is being used
and why the data is being relied upon;

2. how the test is perforned;

3. how the data is generated using the
t est;

4. how the data is used to determne a
val ue;

5. t he acknowl edged accuracy of the test;
and

6. any other information which would aid

the board in understanding the
significance of the test or data.

See also 37 CFR § 1.671(f) and Notice of Final Rule, Patent
Interferences Proceedi ngs, 49 Fed. Reg. 48416, 48427-28, 48447
(col . 3) (Dec. 12, 1984).

In her testinony, Koboldt stated an opinion, i.e., that
she expected SC-58394 to have good COX-2 inhibitory
selectivity, wthout explaining or interpreting the data upon
which the opinion is based. While Koboldt testified that she
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recorded the results for SC 58394 in her notebook (Exh. 2038),
Kobol dt did not explain the nmeaning of the recorded results.
For exanpl e, Koboldt did not explain how the values she
obt ai ned for
SC-58394 (found in pages of her notebook (Exh. 2038)), |ed her
to conclude that SC- 58394 had "good" COX-2 inhibitory
selectivity (Exh. 2029 at Y9). The recorded results Kobol dt
points to (at Exh. 2038) amount to fourteen pages of tables
and graphs, none of which are explained in any detail by
Kobol dt .

Kobol dt al so testified that conmpounds havi ng good COX-2
inhibitory selectivity "are considered to have
phar macol ogi cal |y useful anti-inflammatory properties" (Exh.
2029 at 19) and that "[a]t the time of the events described
bel ow, conpounds having the ability to inhibit the activity of
the COX-2 enzyme in vitro were understood to have anti -
inflammatory utility predictive of their practical utility”
(Exh. 2019 at f2). Evidence of in vitro activity in
conbi nation with a known correlation between in vitro and in

vivo activity may be sufficient to establish a practical

utility. Fujikawa v. Wattanasin, 93 F.3d at 1565, 39 USPQd

at 1900; however, Koboldt's testinony does not credibly

establish a known correlation between in vitro and in vivo
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activity in COX-2 inhibitors. Koboldt gave no sufficient
factual basis for the opinion that the in vitro results
obt ai ned for SC-58394 woul d have been predictive of anti -
inflammatory activity in vivo. W have not been directed to
ot her evidence of record establishing a known correl ation
between the in vitro activity Kobol dt said she observed and in
vivo activity in COX-2 inhibitors. W note that Huang does
not supply any rebuttal evidence® in its reply brief (Paper
50) in response to Prasit's argunents that "the Huang record
fails to establish any correl ati on between the Koboldt in
vitro testing and any actual anti-inflammtory or anal gesic
utility clearly required for an actual reduction to practice”
(Paper 49 at 16). Wthout further explanation on the record
of the data obtained by Koboldt and the relationship between
the in vitro testing done by Koboldt and in vivo utility, we
can only speculate as to the significance of, and the wei ght
to be given, the Koboldt testing. On this record, Huang has
not shown by a preponderance of the evidence that the Kobol dt
testing established a successful reduction to practice of SC

58394.

3 We acknowl edge Huang's argunents at Paper 50 at 13; however, the

argunent of counsel is not evidence. Estee Lauder Inc. v. L'Oreal, S. A, 129
F.3d at 595, 44 USPQd at 1615.
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The ot her Koboldt testing and the Veenhui zen and Ander son

testing

We hold that the followi ng testing by Monsanto enpl oyees
did not inure to the benefit of the Huang inventors:

(1) the Kobol dt testing of SC 60246, SC- 60247,

SC- 60248, SC-60667, and SC- 60668 (Exh. 2029 at 1110-14);

(2) the Veenhuizen testing (consisting of the in vivo
testing of SC- 60246, SC- 60247, SC-60248, SC- 60667, and SC-
60668) (Exh. 2044 at fY6-10); and

(3) the Anderson testing (consisting of the in vivo
testing of SC-60668) (Exh. 2048 at 96).

However, even if the above testing did inure to the
benefit of the Huang inventors, we hold that Huang has not
shown that the testing established a practical utility for the
tested conpound. The Kobol dt testinony regarding the testing
of SC- 60246, SC-60247, SC-60248, SC-60667, or SC- 60668 suffers
fromthe sanme deficiencies as the Koboldt testinony regarding
her testing of SC-58394. The testing by Monsanto enpl oyees
Veenhui zen and Anderson was directed to an in vivo utility;
however, the testinony provided by the enpl oyees regarding the
testing | acks an adequat e expl anation and interpretation of
the results obtained. Each of the Monsanto enpl oyees drew t he

sanme concl usi on regardi ng each conmpound tested (i.e., that
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based on the test results obtained, the conpound had

phar macol ogi cal |y useful anti-inflammatory activity (see Exh.
2029 at Y11, Exh. 2044 at 11, and Exh. 2048 at 96)); however,
none of them in the testinony before us, adequately explained
how the test results obtai ned support the concl usion drawn.
None of the Monsanto enpl oyees anal yzed the results so that we
coul d understand why (or why not) the conclusion drawn was a
valid one. It is not enough to sinply point to the results
obtained fromsaid testing wthout further explanation (see
e.g., Exh. 2048 at 76). W agree with Prasit that "[i]t is
not the burden of the Board to try to read the exhibits and to
correlate allegations made in the testinmony with specific
entries, i.e., the Board should not be expected to nmake highly
techni cal conclusions without the benefit of clearly explained
Exhi bits" (Paper 49 at 22). For exanpl e:

(1) Veenhui zen points to pages of her notebook (Exh.
2047) where she testified she recorded the results of her
testing. A review of the notebook pages reveals table after
table of figures that apparently show either test conditions
or test results. However, Veenhui zen does not adequately
explain the significance of any particular figure or why a

particular result led her to conclude that a particul ar
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conpound had pharnmacol ogi cally useful anti-inflammtory
activity.

(2) Anderson points to two pages of results he testified
he recorded in his notebook (Exh. 2051) for SC-60668 and
vari ous ot her conpounds that we assune are not within the
scope of the count. However, we cannot be sure of the exact
make up of the other conpounds since we are not told. W
cannot be sure of the significance of the figures for
percentage inhibition for each tested conpound since the
formul a used to obtain the figures is not adequately expl ai ned
(e.g., the nmeaning of "ave. paw vol. Vehicle" is not
expl ained). W note that sonme of the conpounds yield a higher
percentage of inhibition than does
SC- 60668 at either .3 or 2 npk (e.g., 60583 at 3 npk and | ndo
at .2 npk). W also note that SC- 60668 at .3 npk yields a 4
percent inhibition while at 2 npk the conpound yields a 42%
inhibition. However, we have not been provided wth adequate
testinony explaining the significance of the performance of
SC- 60668 relative to the other conpounds tested or the
significance of the dose of SC-60668 required to achieve 41
percent inhibition (e.g., is the dose pharnmacol ogically

practical ?).

37



Therefore, even if we were to find that all the testing
of SC-60246, SC-60247, SC-60248, SC-60667, or SC- 60668 by the
Monsant o enpl oyees inured to the benefit of the Huang
i nventors, Huang has not shown by a preponderance of the
evidence that the testing established a successful reduction
to practice of SC 60246, SC- 60247, SC-60248, SC-60667, or SC
60668.

C. Concl usion

We deny Huang prelimnary notion 1 for judgnment that al
the clains of the Prasit application are unpatentable to
Prasit under 35 U . S.C. 88 101 or 112, first paragraph as
| acki ng an adequate description of utility and failing to be
supported by an enabling disclosure.

We hol d that Huang has not proven by a preponderance of
the evidence that it actually reduced to practice an
enbodi mrent wthin the scope of the count prior to Prasit's
constructive reduction to practice on 29 August 1994.

In particular, Huang has not shown that either inventor
requested, either explicitly or inplicitly, testing of SC
60246, SC 60247, SC 60248, SC- 60667, or SC-60668 for the
i nt ended purpose of the invention. Therefore, the testing of

t he conpounds by Monsant o enpl oyee Kobol dt, Veenhui zen, or
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Anderson did not inure to the benefit of the inventors under
Genent ech.

Furt hernore, Huang has not proven by a preponderance of
the evidence that the test results obtained by Monsanto
enpl oyee Kobol dt, Veenhui zen, or Anderson established a
practical utility for SC 58394, SC-60246, SC- 60247, SC- 60248,
SC- 60667, or
SC-60668. Accordingly, even if the testing of SC 58394,

SC- 60246, SC-60247, SC-60248, SC- 60667, or SC- 60668 by the
Monsant o enpl oyees inured to the benefit of the inventors,
Huang has not shown that the inventors recognized a practical
utility for any of the conpounds sufficient to show an act ual
reduction to practice prior to 29 August 1994.

Superficially, our denial of Huang prelimnary notion 1
and our holding that Koboldt's in vitro testing of conpounds
of the count did not establish a practical utility for the
conmpounds prior to Prasit's constructive reduction to practice
of 29 August 1994 may seeminconsistent. On the one hand, we
deny Huang prelimnary notion 1 attacking utility and
enabl ement of the Prasit '931 clains while acknow edgi ng t hat
the '931 disclosure contains only in vitro testing of the
claimed COX-2 inhibitors. On the other hand, we hold that

Koboldt's in vitro testing of conmpounds of the count is
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insufficient to establish a practical, i.e., in vivo, utility
for the conpounds. Qur decision in both instances is based on
t he evi dence brought to our attention and a recognition that
Huang has the burden of proof both in its prelimnary notion 1
(37 CFR 8 1.637(a)) and in establishing priority of invention
(37 CFR § 1.657(a)).

(1) As noted above, statenments made by Prasit inits
specification regarding utility and enabl enent are presuned
correct unless there is reason to question the objective truth
of those statenents. Huang has the burden to show by a
preponderance of the evidence that one having ordinary skil
in the art would have doubted Prasit's assertion that the
conpounds it clainms are useful as COX-2 inhibitors. W note
t hat Huang does not attack the sufficiency of the in vitro
testing found in the '931 disclosure and states that it
di sagrees with Merck testinony in other interferences
indicating that, in some cases, in vitro activity alone is
insufficient to nmake reliable predictions concerning in vivo
ef fecti veness of conpounds all eged to possess anti -

i nflammatory, antipyretic and anal gesic activity (Paper 47 at
4). Huang argues that Prasit should be held to the Merck
testinmony fromthe other interferences in this interference

under principles of estoppel even though Huang di sagrees with
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the testinmony. W hold that there is no estoppel since the
Merck testinony was limted to conpounds found in application
not involved in the present interference. W have no reason
to further exam ne the sufficiency of the testing relied upon
by Prasit to establish utility and enabl enent in the '931
appl i cati on because Huang has not otherw se chall enged those
tests. Huang has not shown that the in vitro testing of the
Prasit '931 application would have been inadequate for

pur poses of enablenent and utility of the '931 cl ains.

(2) To establish priority, Huang relies, in part, upon
invitro testing done by Koboldt. Huang has the burden of
provi ng an actual reduction to practice of an enbodi nent of
the count, which includes recognition of a practical utility
for the enbodiment, prior to Prasit's constructive reduction
to practice date of 29 August 1994. As noted above, evidence

of in vitro activity in conbination with a known correl ati on
between in vitro and in vivo activity nmay be sufficient to
establish a practical utility; however, Koboldt's testinony
does not credibly establish the basis for her opinion that
there a known correl ation between in vitro and in vivo
activity in COX-2 inhibitors, either generally or for the

conpounds of the count. Accordingly, Huang has not shown t hat
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Kobol dt's testing established a practical utility for the

t est ed conpounds.

1. O der
Upon consi deration of the record of the interference and

for reasons given, it is
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ORDERED t hat Huang prelimnary notion 1 is DEN ED,
FURTHER ORDERED t hat judgnment on priority as to
Count 1, the sole count in the interference, is awarded
agai nst junior party HORNG CH H HUANG and DAVI D B. REl TZ;
FURTHER ORDERED t hat junior party, HORNG CH H HUANG
and DAVID B. REITZ, is not entitled to a patent containing
cl ai ns
1-18 of application 08/541, 850, which correspond to Count 1;
FURTHER ORDERED t hat a copy of this decision be
gi ven a paper nunber and be entered in the admi nistrative
records of Huang's 08/541, 850 application and Prasit's

08/ 793, 931 application.
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